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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)^ Responsive to communication(s) filed on 09 May 2006 . 
2a)D This action is FINAL. 2b)[x] This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 2-20 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 2-20 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Status of the Application 

1. The Response filed May 9, 2006 is acknowledged. 

2. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior office action. 

3. Please note that the following rejection has been made non-final in view of the new 
rejections that were not totally necessitated by Applicant's amendments. 

Status of the Claims 

4. Claims 2-20 were pending. Applicants did not amend, cancel or add any new claims. 
Therefore, claims 2-20 are currently pending. Claims 2-5, 1 1 and 12 are directed to an allowable 
product (or at least is not subject to rejection under 35 U.S.C. §§ 102 and 103, see below). 
Pursuant to the procedures set forth in the Official Gazette notice dated March 26, 1996 (1 184 
O.G. 86), claims 6-10 and 13-20 directed to the process of making or using the patentable 
product, previously withdrawn from consideration as a result of a restriction requirement, are 
now subject to being rejoined. Claims 6-10 and 13-20 are hereby rejoined and fully examined 
for patentability under 37 CFR 1.104. Since all claims previously withdrawn from consideration 
under 37 CFR 1.142 have been rejoined, the restriction requirement made in the 2/28/05 
Restriction is hereby withdrawn. Therefore, claims 2-20 are examined on the merits in this 
action. 
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Priority 

5. Applicants' claim for domestic priority under 35 U.S.C. § 1 19(e) and/or § 120 is 
acknowledged. However, Applicants have not complied with one or more conditions for 
receiving the benefit of an earlier filing date under 35 U.S.C. § 119 and/or 120 as follows: 

This application is a continuation of application no. 09/454,533, filed December 6, 1999 
(now US Patent 6,610,824), which is a continuation of application no. 08/892,549, filed July 14, 
1997 (now US Patent 5,998,367), which is a divisional application Ser. No. 08/447,849 filed 
May 23, 1995 (now US Patent 5,686,41 1), which is a continuation of application Ser. No. 
07/794,266 filed Nov. 19, 1991 (now abandoned), which is a continuation-in-part of application 
Ser. No. 07/667,040 filed Mar. 8, 1991 (now abandoned). However, the application(s) upon 
which priority is claimed fail to provide adequate support under 35 U.S.C. § 1 12 for the claims 
of this application. Specifically, the 07/667,040 application (referred to below as ' 040) fails to 
provide support for the currently claimed genus of agonists set forth in claim 12 and also the 
specific agonist set forth in claim 2. Furthermore, the '040 application fails to provide support 
for the salts of said amylin agonists including the hydrochloride and acetate salts (e.g., see claims 
2-5), methods for treating Type I and II diabetes using these agonists (e.g., see claims 15-18), the 
use of intravenous, intramuscular, nasal, oral, or transdermal application (e.g., see claims 19 and 
20). In addition, none of the priority documents provide support for "admixing" insulin and the 
amylin agonists together as set forth in claims 11,14 and 20. ). If applicant believes this to be 
in error, applicant must disclose where in the priority documents support for these limitations can 
be found (i.e., page and line number). Therefore the filing date of claims 2-20 is deemed to be 
its actual filing date of the 07/794,266 application i.e., November 19, 1991. Furthermore, the 
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filing date of claims 11,14 and 20 is deemed to be the filing date of this case i.e., August 26, 
2003. 

Withdrawn Objections/Rejections 

6. All outstanding rejections are withdrawn in view of Applicants' terminal disclaimers. 

New Objections and/or Rejections 

Objections to the Claims 

7. Claim 10 is objected to because of the following informalities: 

A. Claim 10 is objected to under 37 CFR 1.75(c), as being of improper dependent 
form for failing to further limit the subject matter of a previous claim. Applicant is 
required to cancel the claim(s), or amend the claim(s) to place the claim(s) in proper 
dependent form or rewrite the claim(s) in independent form. Claim 10 depends from 
claim 6. Claim 6 recites in part: "administering the agonist analog of amylin of claim 2." 
Claim 10 recites the limitation "administration of insulin." Claim 6, therefore, does not 
further limit claim 10 because it does not require the administration of the analog of 
claim 2. The Examiner recommends, "The method of claim 6 further comprising 
administration of insulin." 

Claims Rejections - 35 U.S.C. 11 2, first paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
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pertains, or with which it most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

8. Claims 11, 14, 16, 18 and 20 are rejected under 35 U.S.C. 1 12, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed had possession of the claimed invention. This is a new matter rejection. 

A. Claims 11,14 and 20 were added in 6/7/04 response. However, the Examiner 
cannot find support for the "admixed" terminology. While the specification provides 
support for the "co-administration" of amylin and insulin (e.g., see specification, page 21, 
first full paragraph), it does not provide support for "mixing" the two drugs together. If 
applicant believes this rejection is in error, applicant must disclose where in the 
specification support for this amendment can be found in accordance with MPEP 714.02. 
Therefore, claim 1 1 and all claims from which 1 1 depends represent new matter i.e., 
claims 11, 14 and 20. 

B. Claims 16 and 18 were added in 6/7/04 response. However, the Examiner cannot 
find support for the full scope of the "Type II" diabetes treatment. Specifically, the 
specification does not provide support for treating Type II diabetes wherein the subject is 
treating the diabetes without the use of insulin i.e., non-insulin-taking Type II condition 
(e.g., see U.S. Patent No. 6,417,164, column 6, paragraph 1). The specification only 
provides support for treating type II diabetes that involves the administration of insulin 
(e.g., see Field of Invention showing that the invention is limited to "insulin-requiring" 
states; see also Background showing an appreciation for the latent requirement for insulin 
in Type-II patients). If applicant believes this rejection is in error, applicant must 
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disclose where in the specification support for this amendment can be found in 
accordance with MPEP 714.02. 



Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re LongU 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 
1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 
overcome an actual or provisional rejection based on a nonstatutory double patenting ground 
provided the conflicting application or patent is shown to be commonly owned with this 
application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 
CFR 3.73(b). 



9. Claims 2-15, 17, 19 and 20 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claim 1-35 of U.S. Patent No. 
6,1 14,304 (referred to herein as ' 304) in view of Young et al. (Young, "Daily amylin 
replacement reverses hepatic glycogen depletion in insulin-treated streptozotocin diabetic rats" 
FEBS 1991, 287(1-2), 203-205) and in further view of Azria (U.S. Patent No. 4,988,512) (Date 
of Patent is January 29, 1991). An obviousness-type double patenting rejection is appropriate 
where the conflicting claims are not identical, but an examiner application claim is not 
patentably distinct from the reference claim(s) because the examined claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 F.3d 
1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re LongU 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1986). 



Application/Control Number: 1 0/649, 1 3 8 Page 7 

Art Unit: 1639 

For claims 2-15, 17, 19 and 20, the '304 patent claims a method for administering 
to an animal an effective amount of an agonist analog of amylin (e.g., see 304, claim 1, 4, 
7, 10, 32). Furthermore, said method includes administering an agonist analog of amylin 
with the same molecular formula (e.g., see claims 1, 4, 7 and 10 wherein the same 
generic sequence is disclosed; see also claim 22 wherein the 25 Pro 26 Val 28,29 Pro-h-amylin 
construct is disclosed). In addition, the acetate and hydrochloride salts are also claimed 
(e.g., see 24 and 25). 

The '304 patent differs from the claimed invention as follows : 

For claim 6-9, the '304 patent fails to claim a method for treating diabetes 
mellitus. The '304 patent only claims methods for reducing gastric motility or delaying 
gastric emptying (e.g., see '304, claim 1), treating postprandial dumping syndrome (e.g., 
see claim 32), or treating postprandial hyperglycemia (e.g., see claim 34). 

For claim 10, 11, 13 and 14, the '304 patent fails to claim a method further 
comprising the administration of insulin. 

For claims 19 and 20, the '304 patent fails to claim intravenous, intramuscular, 
nasal, oral or trandermal administration. 

However, the combined references of Young and Azria teach the following 
limitations that are deficient in '304 : 

For claims 6-9, Young (see entire documents) teach the use of amylin for treating 
type 1 diabetes mellitus (e.g., see Young, et al., abstract; see also page 205, last 
paragraph, "These finding support the idea that advantages may be expected from 
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amylin/insulin co-replacement in type 1 diabetes, a disease characterized by a combined 
deficiency of amylin and insulin"). 

For claims 10, 11, 13 and 14, Young teaches the use of insulin in conjunction 
with amylin (e.g., see abstract; see also page 205, last paragraph). 

For claims 19 and 20, Young teaches, for example, subcutaneous injections (e.g., 
see Materials and Methods). Furthermore, other methods of administration including 
nasal, oral, etc. were well known in the art (e.g., see Azria, abstract). 

It would have been prima facie obvious to one skilled in the art at the time the 
invention was made to use the amylin agonists as claimed by '304 patent to treat type 1 
diabetes as set forth in Young because a structurally related amylin molecule was shown 
to be useful for this purpose. A person of skill in the art would have been motivated to 
use the analogs set forth in the '304 patent because the '304 patent expressly states that 
these compounds act as "agonists" of amylin and thus would be expected to "mimic" its 
useful biological properties (e.g., see c 304, claim 1). Furthermore, a person of skill in the 
art would have been motivated to use nasal injections as disclosed by Azria because this 
method of administration is less painful and provides a more beneficial drug absorption 
profile. Finally, a person of ordinary skill in the art would reasonably have expected to 
be successful because the c 304 patent claims that their amylin agonist can be 
administered safely to mammals in therapeutically effective amounts (e.g., see claim 7). 

10. Claims 4, 8, 9, 1 1-20 are rejected under the judicially created doctrine of obviousness- 
type double patenting as being unpatentable over claim 1-18 of U.S. Patent No. 6,417,164 
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(referred to herein as 6 164) alone (for claims 9, 12, 18 and 19) or, alternatively, in view of Young 
et al. (Young et ah, "Daily amylin replacement reverses hepatic glycogen depletion in insulin- 
treated streptozotocin diabetic rats" FEBS 1991, 287(1-2), 203-205) and in further view of Berge 
et al (Berge et al. "Pharmaceutical Salts" J. Pham. Sci. 1997, 66(1), 1-16). An obviousness-type 
double patenting rejection is appropriate where the conflicting claims are not identical, but an 
examiner application claim is not patentably distinct from the reference claim(s) because the 
examined claim is either anticipated by, or would have been obvious over, the reference claim(s). 
See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 
1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1986). 

For claim 9, 12, 18 and 19, the ' 164 patent claims the use of amylin agonist 
analogs that fall within the scope of Applicants' claimed genus (e.g., see ' 164, claim 8 
wherein 25,28,20Pro-h-amylin is disclosed that falls within the scope of claim 12 when 
II, Kl and LI = proline and Aj-Hj, Ji and Mi have the same sequence as that disclosed 
for human amylin). In addition, the 6 164 patent claims the administration of said analogs 
for the treatment of type II diabetes by oral administration (e.g., see claims 1-18). 
Therefore, c 164 patent anticipate claims 9, 12, 18 and 19. 

The '164 patent differs from the claimed invention as follows : 

For claims 4, 8, 15 and 16, the ' 164 patent fails to claim an acetate salt. 

For claims 15 and 1 7, the c 1 64 patent fails to claim a method for treating type I 
diabetes mellitus. The 6 164 patent only claims methods for treating type II diabetes. 
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For claims 11, 13, 14 and 20, the '164 patent fails to claim a method further 
comprising the administration of insulin. 

However, the combined references of Young et al. and Berge et al. teach the 
following limitations that are deficient in '164 : 

For claims 4, 8, 15 and 16, Berge et al. teach that hydrochloride and acetate salts 
were commonly used for the preparation of pharmaceutical compounds (e.g., see Berge et 
al., Table 1 wherein acetate is used in 1.26% of the commercially available salts and 
hydrochloride is used in 42.98 %). 

For claims 15 and 17, Young (see entire documents) teach the use of amylin for 
treating type I diabetes mellitus (e.g., see Young, et al., abstract; see also page 205, last 
paragraph, "These finding support the idea that advantages may be expected from 
amylin/insulin co-replacement in type 1 diabetes, a disease characterized by a combined 
deficiency of amylin and insulin"). 

For claims 11, 13, 14 and 20, Young teaches the use of insulin in conjunction 
with amylin (e.g., see abstract; see also page 205, last paragraph). 

It would have been prima facie obvious to one skilled in the art at the time the 
invention was made to use the amylin agonists as claimed by * 164 patent to treat type I 
diabetes as set forth in Young because a structurally related amylin molecule was shown 
to be useful for this purpose. A person of skill in the art would have been motivated to 
use the analogs set forth in the '164 patent because the '164 patent expressly states that 
these compounds act as "agonists" of amylin and thus would be expected to "mimic" its 
useful biological properties as shown by Young. Finally, a person of ordinary skill in the 
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art would reasonably have expected to be successful because the c 164 patent claims that 
their amylin agonist can be administered safely to mammals in therapeutically effective 
amounts. In addition, Berge et al. teach that the preparation of hydrochloride and acetate 
salts were routine made in the pharmaceutical industry and a person of skill in the art 
would have been motivated to used said salts because they were FDA approved (e.g., 
safe, inexpensive, etc.). 

1 1 . Claims 2-20 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claim 24-59 of U.S. Patent 
Application No. 10/643,681 (2004/0097415) (referred to herein as '681) in view of Berge et al. 
(Berge et al. "Pharmaceutical Salts" 1 Pham. Set 1997, 66(1), 1-16) and in further view of 
Young et al. (Young et al., "Daily amylin replacement reverses hepatic glycogen depletion in 
insulin-treated streptozotocin diabetic rats" FEBS 1991, 287(1-2), 203-205). An obviousness- 
type double patenting rejection is appropriate where the conflicting claims are not identical, but 
an examiner application claim is not patentably distinct from the reference claim(s) because the 
examined claim is either anticipated by, or would have been obvious over, the reference claim(s). 
See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 1 1 F.3d 
1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1986). 

For claim 2-20, the '681 patent application claims the use of same amylin agonist 
analogs (e.g., see '681, claims 25, 26, 27, 28 disclosing overlapping genus claims; see 
also claim 29 disclosing same des- I Lys- 25 Pro 26 Val 28,29 Pro-h-amylin species). In addition, 
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the '681 patent application claims the administration of said analogs for the treatment of 
type I and II diabetes by administering said analogs via oral administration (e.g., see 
claims 39 and 40). Therefore, '681 patent application anticipate claims 9, 12, 18 and 19. 

The '681 patent application differs from the claimed invention as follows : 

For claims 2-20, the '681 patent application fails to claim the use of a "salt" 
including acetate or hydrochloride. 

For claims 11, 13, 14 and 20, the '681 patent application fails to claim a method 
further comprising the administration of insulin. 

For claims 19 and 20, the '304 patent fails to claim intravenous, intramuscular, 
nasal, oral or trandermal administration. 

However, the combined references of Young et al. and Davison et al. teach the 
following limitations that are deficient in '681 : 

For claims 2-20, Davison et al. teach the usefulness of salts in the pharmaceutical 
industry including hydrochloride and acetate salts (e.g., see Davison et al., table I). 

For claims 11, 13, 14 and 20, Young teaches the use of insulin in conjunction 
with amylin (e.g., see abstract; see also page 205, last paragraph). 

For claims 19 and 20, Young teaches, for example, subcutaneous injections (e.g., 
see Materials and Methods). Furthermore, other methods of administration including 
nasal, oral, etc. were well known in the art (e.g., see Azria, abstract). 

It would have been prima facie obvious to one skilled in the art at the time the 
invention was made to use the amylin agonists as claimed by '681 patent application to 
treat type diabetes in conjunction with insulin as set forth in Young because a structurally 
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related amylin molecule was shown to be useful for this purpose. A person of skill in the 
art would have been motivated to use the analogs set forth in the '681 patent application 
because the '681 patent application expressly states that these compounds are useful for 
the treatment of type I and II diabetes. Finally, a person of ordinary skill in the art would 
reasonably have expected to be successful because the '681 patent application claims that 
their amylin agonist can be administered safely to mammals in therapeutically effective 
amounts (e.g., see claims 24, 39 and 40). In addition, Berge et al. teach that the 
preparation of hydrochloride and acetate salts were routine made in the pharmaceutical 
industry and a person of skill in the art would have been motivated to used said salts 
because they were FDA approved (e.g., safe, inexpensive, etc.). 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jon D Epperson whose telephone number is (571) 272-0808. The 
examiner can normally be reached Monday-Friday from 9:00 to 5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Peter Paras can be reached on (571) 272-4517. The fax phone number for the 
organization where this application or proceeding is assigned is (571) 273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (571) 272-1600. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

JON EPPERSON, PH.D. 

Jon D. Epperson, Ph.D. PATCNT EXAMINER 

July 22, 2006 / - — 



